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RECEIVED 

CENTRAL FAX CENTER 

NOV 2 9 2006 

REMARKS 

Reconsideration of this application, as amended, is respectfully revested. 

Consideration and entry of this amendment is respectfully requested as it brings the 
application into condition for an allowance or in better form for consideration on appeal. The 
amendment does not raise any substantial new issues that would require any burdensome search 
by the Examiner. 

A. Amendments to the Claims 

Claims 44-52 and 73-74 are pending in this application. 

Claims 44, 45, 48, 49, 5 ) , 52, 73 and 74 were amended to clarify the invention. Support 
for all of the amendments can found in the application as originally filed. Accordingly, no new 
matter has been added to this application as a result of the amendments to the claims. 

Claim 45 was amended to replace £C HlVr with £( H1V L" Support for this amendment can 
be found in original claim 56. Claim 45 was also amended to replace 4t where in" with ''wherein" 
to correct a typographical error. Claims 44, 48, 51 and 52 were amended to clarify the language 
regarding the third receptor. Support for these amendments can be found at page 5, line 7-9 and 
page 5, lines 20-23. 

Moreover, claims 44, 49 and 5 1 have also been amended to change the u multicomponent" 
language back to "multicpitope" to return this terminology back to the terms used in previous 
versions of the claims and in the originally filed specificatioa Likewise, references to "analyte- 
specific components" and "components" in claims 44, 49, 51, 73 and 74 have been changed to 
"epitope" to return this terminology back to the terms used in previous versions of the claims and in 
the originally filed specification. 

Claims 44 and 49 have been amended to require that a single application of the sample 
simultaneously contacts the first and second spatially separate test areas. Support for this 
amendment can be found at page 23, line 5-9. 

Claims 44 and 49 have been amended to indicate that a positive test result obtained in one 
test area is sufficient to indicate the presence of the analyte in said sample. Support for this 
amendment can be found on page 6, second full paragraph. 

Claims 44 and 74 have been amended to change "and" to "or" to clarify the invention. 
Support for these amendments can be found on page 6, second full paragraph as well as in 
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Example 2. Page 6 describes the possibility of obtaining a positive test result in only one test 
area. To obtain a positive test result in only one test area, however, it is necessary to separately 
determine the presence or amount of the signal generating group bound to either the first or the 
second test area.. 

Claims 48, 51 and 52 are amended to clarify the specifically claimed detection reagent. 
Support for these amendments can be found in the paragraph bridging pages 15-16, where it is 
disclosed that a digoxigenin-Iabelled anti-human lgG antibody (the third receptor) directed 
against the bound p24-specific JgG from the sample is used for the determination of an analyte. 
Support for a universal detection reagent (anti-digoxigenin labelled latex particles) can be found 
in Example 1, and at page 23, lines 10-19, page 5, lines 20-24, page 9, lines 6-29 and page 13, 
lines 23-26. 

Information Disclosure Statement 

The Applicants request that the Examiner execute and return a copy of the PTO 1449 
forms for the Information Disclosure Statement mailed May 22, 2001 and Supplemental 
Information Disclosure Statement mailed September 13, 2005. Copies of PTO stamped 
acknowledgement postcards are attached as proof that the Patent Office did receive copies of the 
Statements, PTO 1449 forais and references. 

C. Claim Objections 

Claim 45 is objected to for use of "fflVI/ 7 Claim 45 has been amended to now recite 
"HIV 1" as recommended by the Examiner. 

Claim 44 is objected to for the recitation of "one or more third receptors" in part (b) of 
the claim. The Examiner indicates that the use of "one or more third receptors" in part (b), in 
combination with the reference to a first and second receptor in part (a) of the claim is confusing. 
Applicants respectfully disagree that the use of "first," "second" and 'third" to modify 
kC receptOT$" is confusing, as this is how the claims have read for some time. However, in order to 
expedite prosecution of this application, Applicants have amended claim 44 to read "contacting 
the sample with the solid phase and with a detection reagent comprising one or more of a third 
receptor fee^te^" to make clear that a population of a single third receptor is encompassed by the 
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invention, as opposed to a population of multiple different molecules as the third receptor. 
Applicants believe thai this amendment overcomes the objection. The terms "first", "second" and 
"third** were used just to number the receptors employed in order to be able to distinguish different 
receptors. Basically, immobilized receptors are used according to the invention which are bound 
directly or indirectly to the test areas. In claim 44 (a) said immobilized receptors are referred to as 
first and second receptor for the purpose of designation only. Further, the invention uses receptors 
which are not bound to the test area but which bind to the analyle. In order to distinguish these 
already by their designation from the immobilized receptors referred to as first and second 
receptors, they are referred to as 'third" receptor in claim 44 (b). Said third receptor, thus, is a free 
receptor which can consist of one or more parts (cf page 9, 2 rtd paragraph of the specification). 

Finally, claim 44 is objected to for a typographical error. Applicants respectfully submit 
that the error referenced appears in claim 45, and note that this error has been corrected in the 
present amendment to the claim. 

The Claims Are Supported bv the Written Description 
1- Paragraph 10 of the Office Action Mailed May 30, 2006 

Claims 44-52 and 73-74 stand rejected under 35 U.S.C. § 1 1 2 for failure to comply with 
the written description requirement. Applicants respectfully submit that the present amendments 
to the claims obviate this rejection. 

Applicants note that all references in the claims to kt raulticomponenf ' have been restored 
to "multiepitope" and all references to "analyte-specific components" have been restored to 
"epitopes." These amendments restore these portions of the claim language to the form it was in 
prior to the last response, and the Office did not find this previous terminology problematic. In 
light of the present amendments, Applicants respectfully request withdrawal of this written 
description rejection. 

2, Paragraph 11 of the Office Action Mailed May 30, 2006 

Claim 49 stands further rejected under 35 U.S.C. § 1 12 for failure to comply with the 
written description requirement. Applicants respectfully submit that the amendments made to 
claim 49 render this rejection moot. 
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Thus, Applicants respectfully request withdrawal of the rejection of claims 49 under 35 
U.S.C. § 1 12 for failure to comply with the written description requirement. 

3. Paragraph 12 of the Office Action Mailed May 30, 2006 

Claims 48 and 52 stand further rejected under 35 U.S-C; § 1 12 for failure to comply with 
the written description requirement. Applicants respectfully submit that the present amendments 
to the claims 48 and 52 obviate this rejection. 

The Office asserts that no support could be found in the specification for the recitation of 
a "signal-generating reagent" and that the specification only supports a "signal-generating group" 
that is bound to the third receptor. The claims as amended recite a "signal-generating group" that 
is bound to the third receptor. Thus, Applicants respectfully request withdrawal of this rejection. 

4. Paragraph 13 of the Office Action Mailed May 30, 2006 

Claim 74 further stands rejected under 35 U-S.C. § 1 12 for failure to comply with the 
written description requirement. Applicants respectfully traverse this rejection. 

The Office asserts that no support can be found for a generic disclosure of the use of a 
test area-specific cut-off value in the application at p. 1 0-1 1. However, the use of a test area- 
specific cut-off value is literally described on page 1 1, first full paragraph. While Applicants do 
not agree that this portion of the specification does not support claim 74, Applicants additionally 
point the Office to page 21, lines 12-31 as support for claim 74. At page 21, the specification 
describes the use of a test area-specific threshold value (indistinguishable from the claimed cut- 
off value) in a method for detection of an analyte. Applicants submit that page 21 provides a 
generic disclosure of the use of a test area-specific cut-off value in the methods of the invention. 
Thus, Applicants respectfully request withdrawal of this rejection. 

E. The Claims Are Not Indefinite 

1. Paragraph 16 of the Office Action Mailed May 30, 2006 

Claims 44-52 and 73-74 stand rejected under 35 U.S.C. § 1 12, second paragraph for 
failure to comply with the definiteness requirement for the use of the term "analyte." The Office 
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asserts that Applicants are using "analyte" in a non-standard way without putting one of skill of 
art on notice that the Applicant intended to redefine the term. Applicants respectfully disagree. 
Applicants use of "analyte" is clarified by reference to page 5, last paragraph to page 6, line 5. 
To clearly redefine a term, Applicants are not required to specifically identify a new definition 
for the term. All that is required is that one of skill in the art recognize that a non-standard 
definition is intended by the Applicant. The cited language at pages 5-6 clearly puts one of skill 
in the art on notice of Applicants intended use of the terra analyte. Therefore, Applicants 
respectfully request withdrawal of this rejection. 

2, Paragraphs 17-19 of the Office Action Mailed May 30, 2006 

Claims 44, 49, 51 and 73-74 stand rejected under 35 U.S.C. § 1 12, second paragraph for 
failure to comply with the definiteness requirement for the use of the terms << multicomponenf 
and "analyte-specific components." In light of the claim amendments removing these terms from 
the claims, Applicants respectfully request withdrawal of these rejections. 

F- The Claims Are Not Anticipated by Lioslev et al. 

Claims 44, 47, 49, 51 and 74 stand rejected under 35 U.S.C § 102(e) as being 
unpatentable over Linsley et al., U.S. Patent No. 6,004,761 (hereinafter "Linsley"), Applicants 
respectfully submit that Linsley fails to teach all of the limitations of the rejected claims and thus, 
cannot anticipate these claims. 

As noted previously, Linsley describes new monoclonal antibodies reactive with mucins, 
and the individual binding of these antibodies to mucins is described using a double determinant 
immunoassay (DDIA). Linsley describes an assay in which a first antibody is immobilized on a 
solid phase, then treated with the sample and thereafter bound with a second antibody which is 
labelled (cf. column 3, line 66 to column 4, line 17). The designation "double determinant", 
thus, refers to the use of two antibodies in the sense of a sandwich assay for the detection of an 
analyte, whereby one determinant is used for binding to a solid phase via a first antibody and a 
second detenninant for attaching a label via a second antibody. Further, it is stated that the 
second labeled antibody, if necessary, should also bind to a different epitope than the first 
antibody (cf. column 4, lines 17-30). 
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Applicants respectfully submit that Linsley does not teach a single solid phase with at 
least a first and a second receptor, the first and second receptors binding specifically with said 
analyte but to different epitopes (claim 44) or a single solid phase with a first and a second 
receptor, the receptors binding specifically to the analyte but to different epitopes of the analyte 
(claim 49). Specifically, Applicants read the Examples in Linsley as describing experiments 
where only one antibody is immobilized on a solid phase, e.g. Onc-M26 or Onc-M29 (cf. column 
17, line 58), as capture antibody. Applicants' interpretation of the Examples is further supported 
by claim 3, which describes the binding of only a single capture antibody to the substrate. In 
other words, Applicants read Linsley as teaching that multiple different tests are carried out on 
multiple different plates (solid phases) whereas in the present invention, parallel or simultaneous 
detection of multiple epitopes of an analyte is accomplished in a single test. Consequently, 
Applicants' believe that simultaneous detection of multiple epitopes of an analyte by different 
immobilized receptors specific for different epitopes is not disclosed in Linsley. 

Although Applicants disagree that Linsley teaches the method of claim 44 and the solid 
phase of claim 49 as present in the last submission, Applicants have amended claims 44 and 49 
to make clear that only a single application of the sample (for example, a single pipetting of the 
sample) is used to contact the solid phase, such that the single application of the sample 
simultaneously contacts the first and second spatially separate test areas. This new limitation is 
clearly not taught by linsley, which expressly states that samples were pipetted onto duplicate 
coated wells" (col. 18, lines 18-19). Pipetting into multiple wells is not a single application of 
the test sample. Moreover, since the wells in Linsley as physically separated from each other, the 
single application of the sample to the solid phase cannot simultaneously contact the first and 
second spatially separate test areas. Thus, Linsley does not anticipate amended claims 44 and 49. 
Because Linsley does not teach all of the limitations of claims 44 or 49, Linsley cannot anticipate 
claim 44, 49 or dependent claims 47, 5 1 and 74. Therefore, Applicants respectfully request 
withdrawal of the rejection, 

G. The Claims Are Not Anticipated by Fleming 

Claim 49 stands rejected under 35 U.S.C. § 102(b) as being unpatentable over Fleming, 
U.S. Patent No. 5,1 49,626 (hereinafter "Fleming"). However, Fleming does not disclose that a 
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positive test result obtained in one test area is sufficient for indicating the presence of an analyte 
in a sample, as required by claim 49 as presently amended- Thus, Fleming does not teach each 
element of claim 49 as amended and therefore, does not anticipate claim 49 as amended. In light 
of the amendments to claim 49, Applicants respectfully request withdrawal of this rejection. 

H- Tl^q Claim s Are Not Obvious from Ekins et at. in view of Schoobrunner 

Claims 44^46, 48-52 and 73 stand rejected under 35 U.S.C. § 103 as being unpatentable 
over Ekins, U.S. Patent No. 5,516,638 (hereinafter "Ekins"), in view of Schonbruimer, UK 
Patent Application Publication GB 23 13 666 A (hereinafter "Schonbmnner"). Applicants 
respectfully traverse the rej ection. 

A claimed invention is unpatentable if the differences between it and the prior art "are 
such that the subject matter as a whole would have been obvious at the time the invention was 
made to a person having ordinary skill in the art." 35 U.S.C. § 103(a); see Graham v. John 
Deere Co., 383 U.S. 1,14 (1966). The ultimate determination of whether an invention is or is 
not obvious is based on underlying factual inquiries including: (1) the scope and content of the 
prior art; (2) the level of ordinary skill in the prior art; (3) the differences between the claimed 
invention and the prior art; and (4) objective evidence of nonobvipusness. See Graham, 383 U.S. 
at 17-18. 

The MPEP clearly provides the criteria for establishing a prima facie case of obviousness: 
(1) there must be some suggestion or motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the art, to modify the reference or to 
combine reference teachings, (2) there must be a reasonable expectation of success, and (3) the 
prior art reference (or references when combined) must teach or suggest all the claim limitations. 
MPEP § 2142. The obviousness inquiry set forth in Graham focuses on whether the prior art as 
a whole teaches, suggests, or motivates one of ordinary skill in the art to make the invention and 
whether the skilled artisan would have a reasonable expectation of making and using it. In re 
Vaeck, 947 F.2d 488, 493 (Fed. Cir. 1991). The suggestion, teaching, or motivation to combine 
may flow from the prior art references themselves, the knowledge of one of ordinary skill in the 
art, or, in some cases, from the nature of the problem to be solved. See Pro-Mold & Tool Co. v. 
Great Lakes Plastics, Inc., 75 F.3d 1568, 1573 (Fed. Cir. 1996). 
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